
OUTREACH:
A COLLABORATIVE EFFORT

Many people’s work finds fruition in Outreach
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PRIMARY AUDIENCES:

• Hospitals
– Risk Managers
– Administrators
– Central Suppliers
– Infection Control

• Third-Party Reprocessors

• Consumers
– General
– Patients (disease specific)

• Internal
– Center audience
– Field



OUTREACH EFFORTS

• FDA Proposed Strategy on Reuse of Single-Use
Devices (11/1/99)

• FDA Talk Paper:  FDA Proposes New Strategy on
Reuse of Single-Use Medical Devices (11/1/99)

• FDA Satellite Teleconference:  Proposed FDA
Strategy for Reuse of Single-Use Medical Devices
(11/10/99)

• Article in User Facility Reporting Bulletin:  Reuse of
Single Use Devices (12/99)

• Open Public Meeting (12/14/99)
– Executive Summary for Opening Meeting (12/14/99)



OUTREACH EFFORTS (cont’d.)

• Enforcement Priorities for Single-Use Devices
Reprocessed by Third Parties and Hospitals:  Draft
(2/8/00)

• Reprocessing and Reuse of Single-Use Devices:
Review Prioritization Scheme:  Draft (2/8/00)

• Web site (Home Page) (6/00)

• Enforcement Priorities for Single-Use Devices
Reprocessed by Third Parties and Hospitals:  Final
(8/14/00)

• Talk Paper:  FDA Issues Final Guidance on Reuse of
Single-Use Medical Devices (8/2/00)



OUTREACH EFFORTS (cont’d.)

• Article in UFR Bulletin:  FDA Releases Final
Guidance on Reprocessing and Reuse of Single-Use
Devices (8/00)

• Called 49 health professional and trade groups to
alert them of Final Guidance

• Sent copy of FDA Talk Paper of August 8 to
subscribers

• Sent Reuse Home Page URL to subscribers



OUTREACH EFFORTS  (cont’d.)

For Consumers:

• Article in FDA Consumer:  Reusing Medical Devices:
Ensuring Safety the Second Time Around (Sep/Oct
2000)

• Called 40 consumer organizations about Final
Guidance

• Sent letter to 40 consumer organizations to share
with their colleagues



TALK CIRCUIT

Partial list of presentations:

• American Society for Healthcare Central Services
Professionals (ASHCSP)

• Global Medical Device Conference –
Electrophysiology Nurses/CR Board

• Several AAMI Meetings

• Health Industry Group Purchasing Association
(HIGPA)

• Association of Professional Infection Control

• Biofilms 2000



TALK CIRCUIT

List of primary CDRH speakers:
• Larry Kessler
• Larry Spears
• Lily Ng
• Barbara Zimmerman
• Karen Stutsman
• Tim Ulatowski
• Don Marlowe
• Katherine Merritt
• Victoria Hitchens
• Stanley Brown
• Terry Woods















REUSE HOME PAGE

http://www.fda.gov/cdrh/reuse/index.shtml



E-MAIL ADDRESS

reuse@cdrh.fda.gov



REUSE IN PROGRESS

• Brochure

• Reuse packet
– Overview letter from Dr. Feigal & copy of August 14

Guidance mailed to 6100 hospitals (labels courtesy of AHA)
& US Government hospitals

• CD-ROM
– Short segments on regulatory requirements
– Distribution plan needed

• Contracts
– JCAHO survey
– AAMI to train inspectors in Quality System Regulation



IN PROGRESS (cont’d.)

• Consumer articles

• Workshops (1 or 2) for 3rd party reprocessors

• Satellite teleconference (12/13/00)



FUTURE PLANS

• Contract to develop curriculum for training

• Investigate infomercials on health networks



WHAT ARE YOUR NEEDS?

Note:

This slide is supposed to be blank.  It was
used as a prompt for discussion.



WHAT ARE YOU DOING TO
SPREAD THE WORD?

Note:

This slide is supposed to be blank.  It was
used as a prompt for discussion.


